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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 41-49,51-60,62-80 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for applying a covering to both an end 

i 

inner surface portion and an end outer surface portion of the stent, does not reasonably 
provide enablement for applying the covering to both central inner and outer portions of 
the stent. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention commensurate 
in scope with these claims. The claims are not limited to forming the end portion 

■ 

covering by folding over an end of the covering from the inner portion of the stent to the 
outer portion of the stent. However, the written disclosure and the drawings do not 
describe or show that a covering is applied anywhere else but the end. Thus, the 

S 

■ 

application of a covering to an end of the stent and by folding over the covering from the 
inner surface is the only supported language that is enabled. The application of the 
covering to any portion of the stent's inner and outer surface is clearly unsupported. 
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Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 62-64,66,68 are rejected under 35 U.S.C. 102(a) as being anticipated by 

» * 

Sogard et al. (WO 98/12990). Fig. 3 shows a stent 10 having an outer surface with a 
covering 14 and Fig. 4 illustrates the inner surface can also have a covering 17. In Fig. 
6, Sogard shows both surfaces are covered. Sogard also discloses that an agent may 
be used with the stent, page 13, lines 9-13. Sogard additionally discloses the covering 
is ePTFE, page 12, lines 13-24. Please note the intended use, as set forth in the 
claims, carries no weight in the absence of any distinguishing structure. Clearly, the 
device is capable of providing blood flow from a heart chamber to a coronary vessel. 
Sogard illustrates (Fig. 1) that the stent has bends in its design along the longitudinal 
axis. 

Claims 62-68,70-72,74-80 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Buirge et al. (5693085). Buirge shows (Figs. 1,4,5) stents having bends 
in the structure and an open construction along the longitudinal axis of the stent. Buirge 
also discloses the stents are covered on both surfaces, col. 7, lines 26-28. Buirge 

* 

additionally teaches that the coverings can include agents, such as heparin, col. 5, lines 
30-32,41-48. Buirge discloses the covering can include PJFE, col. 9, lines 30-34. Fig. 



♦ 
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6 shows that the stent can extend at an angle or that the two ends are not aligned. It is 
inherent that there is a transition portion between these two ends. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 65,67 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sogard etal. (WO 98/12990) in view of Tartaglia et al. (5637113). Sogard is explained 
supra. However, Sogard fails to disclose the agent used with the stent is heparin. 
Tartaglia et al. teach the use of heparin with a covered stent, col. 6, lines 1-4. It would 
have been obvious to one of ordinary skill in the art to use heparin with the polymer as 
taught by Tartaglia in the stent of Sogard such that it prevents restenosis and 
thrombosis or clotting. 

Claims 41,43,47-49,51-53,55,58-60 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wilk (5429144) in view of Knudson et al. (5755682). Wilk discloses a 
stent placed in a myocardial site in the compressed state and then expanding the stent, 
col. 1 , lines 54-63. Wilk also discloses (col. 8, lines 48-55) the stent has an inner and 
outer covering of natural tissue, Figs. 8A,8B,9. Wilk additionally discloses the method is 
used for passage of blood from the left ventricle to the coronary artery, col. 5, lines 46- 
48,53-56. Wilk also discloses deploying the stent by catheter, i.e. percutaneous, col. 6, 
lines 24-34. However, Wilk fails to disclose an agent is used with the stent to limit 
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thrombus formation. Knudson et al. teach that coating the stent with agents reduces 
restenosis, col. 10, lines 5-9. The Examiner also interprets a coating on the stent to be 
all surfaces, see Buirge '085. Since the agent is to prevent restenosis, it can be 
construed that the agent limits thrombus formation. Restenosis is a re-narrowing or 
blockage of an artery caused by a build-up of substances, i.e. blood clotting, platelets, 
that may eventually block the flow of blood. It would have been obvious to one of 
ordinary skill in the art to use an agent with a covering on both an inner surface and 
outer surface portion of the stent as taught by Knudson with the stent of Wilk such that it 
prevents restenosis and thrombus formation. 

Claims 41-49,51-60 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Wilk (5429144) in view of Lee (5123917). Wilk is explained supra. However, Wilk 
fails to disclose an agent, such as heparin to be used with the stent to limit thrombus 
formation or explicitly that the covering is on both surfaces of the stent . Lee teaches 
that agents such as heparin are used with a PTFE graft-stent to limit thrombus 
formation, col. 4, lines 51-61. Lee shows (Fig. 4) that the stent includes coverings on 
both inner and outer surfaces. Lee also discloses the use of the inner and outer 
coverings secure the stent with coverings and together provide a supportive 
replacement, col. 3, lines 1-24. It would have been obvious to one of ordinary skill in the 
art to use the heparin stent-graft of PTFE and an outer covering also as taught by Lee in 
the method of Wilk such that it provides a graft that does not promote intimal tissue 
proliferation and limits thrombus formation, while also providing a smoother outer 
surface to contact the vessel wall by applying an outer covering also taught by Lee. 
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Claims 69,73 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buirge et al. '085 in view of Knudson et al. (5755682). Buirge does disclose the stent is 
placed in an artery, col. 7, lines 21,22 and can have a fixed diameter, col. 9, lines 3-6. 
Buirge is explained supra. However, Buirge fails to disclose the stent is bent at 90 
degrees to form an L-shape. Knudson et al. teach that the L-shape is useful in 
bypassing an obstruction in an artery, with one end placed in the artery and the other in 
a heart chamber, col. 13, lines 55-65. It would have been obvious to one of ordinary 
skill in the art to form the bend of the stent at 90 degrees or L-shape as taught by 
Knudson et al. with the stent of Buirge et al. in order to bypass a clot or obstruction in an 
artery and provide a passage directly to the heart chamber for direct blood flow. 

Response to Arguments 

Applicant's arguments filed 2/6/06 have been fully considered but they are not 
persuasive. Applicant continues to argue that Sogard fails to disclose a stent capable of 
the intended use. A recitation of the intended use of the claimed invention must result 
in a structural difference between the claimed invention and the prior art in order to 
patentably distinguish the claimed invention from the prior art. If the prior art structure is 
capable of performing the intended use, then it meets the claim. Additionally, Applicant 
argues that Sogard's stent does not include a bend. However, this is not true because 
claims are given their broadest reasonable interpretation and as shown in the drawings, 
there are bends in the stent structures of Sogard's stent. Applicant also argues that Wilk 
does not disclose the stent has coverings on both inner and outer surface portions of 
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the stent. However, as noted above Knudson discloses coatings on the stent and Lee 
also teaches that coverings are placed on both the inner and outer surfaces of the stent. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian E Pellegrino whose telephone number is 571-272- 
4756. The examiner can normally be reached on M-Th (6:30am-4pm) and alternate 
Fridays. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Corrine McDermott can be reached at 571-272-4754. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

* 

Information regarding the status of an application may be obtained from the , 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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